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DETAILED ACTION 
Claim Objections 

1 . Claims 1 , 6, 10, and 20 are objected to because of the following informalities: 
Examiner see this line from each claim "wherein the non-implant sensor is not coupled 
with the electronic cardiac inouf and Examiner believes it should read electronic 
cardiac implant ." Appropriate correction is required. 

Claim Rejections - 35 use § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action; 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

2. Claims 1 -2, 6, 9-1 1 , and 20 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Valikai et al. (US Patent No. 5948005). Regarding claims 1 , 6, and 20, 
Valikai shows a system that includes an implantable pacemaker, which records heart 
rate/event data; There is also an external programmer that generates (transmits) a 
request signal (polling signal) for the implantable device to communicate with and also 
has a receiving unit (receiver) that acquires data from the implantable device as well as 
sensed data from a physiological sensor (column 6 lines 17-32). The physiological 
sensor is disclosed as being coupled either within the pacemaker or outside external no 
coupled (non-implant) to the pacemaker (column 5 lines 32-39). The physiological 
sensor either way senses data such as physical activity, respiration rate, or blood 
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oxygen level (non-implant cardiac data) (column 1 lines 58-64, column 7 lines 9-28). 
The external programmer is controlled by a programming code (software program) 
loaded in the microprocessor of the programmer (column 8 lines 8-15). The 
programming code allows the programmer to stores heart rate data from the implanted 
cardiac device (electronic implant cardiac data) as well as physiological data acquired 
from the physiological sensor coupled to the implanted pacemaker (column 9 lines 38- 
57). The data (physiological data and implanted cardiac data) is then correlated to 
produce a histogram chart (signature pattern) (column 1 1 lines 22-67, column 12 lines 
15-33, Fig. 7-8). All the data, heart rate, event, or the histogram graph can be displayed 
on the external programmer display (column 22 lines 50-67, column 23 10-11, column 
24 lines 1-9). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102. of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

4. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
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not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

5. Claims 3 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Valikai et al. (US Patent No. 5948005) as applied to claim 1 and 10 above, and further 
in view of Peel, III (US 6647287). Valikai discloses the invention substantially as 
claimed however does not show assigning at least one if a date and time to at least one 
of the non-implant cardiac data and the implant cardiac data. Peel discloses a time 
reference is measured for a start of each blood pressure pulse in the ECG 
measurement (column 34 lines 17-19). This is to synchronize any of the data of the 
cardiac patient. Therefore it would have been obvious to one of ordinary skill in the art, 
at the time of the invention, to modify the device of Valikai by adding a time reference to 
cardiac data as taught by Peel, III in order to facilitate synchronization of any cardiac 
data of a patient. 

6. Claims 4 and 13 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Valikai et al. (US Patent No. 5948005) as applied to claims 1 and 10, and further in view 
of Stomberg et al. (US 2005/0103351 Valikai substantially discloses the invention as 
claimed, however does not show a synchronization with time of data from a non- 
implantable medical device and data from an implantable medical device. Stomberg 
discloses a method using an extemal medical device as a reference time when taking 
measurements of time with the Implantable medical device (page 6 sections [0061- 
0063]). This is to allow for correction of a time drift that occurs in an implantable medical 
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device. Therefore it would have been obvious to one of ordinary skill in the art, at the 
time of the invention, to modify the method of Peel, III by adding the time 
synchronization method, that uses a at least one time reference of a extemal medical 
device and a time reference of the clock in an implantable medical device, as taught by 
Stomberg in order to facilitate a correction of any type of time drift that can occur from a 
implantable medical device. 

7. Claims 5 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Valikai et al. (US Patent No. 5948005) as applied to claims 1 and 10, in view of Shimoni 
(US Patent No. 4616333). Valikai substantially discloses the invention as claimed, 
however does not show alignment of non-implant and implant cardiac data to at least 
one fiducial point. Shimoni discloses a method that obtains a first set of values dealing 
with data (any form of data) with a certain number of points, then obtaining a second set 
of data (any type of data) with the same number of points as the first set, the selecting a 
subset of data points. Then selecting a fiducial value within the first data set and 
another fiducial point in the subset. Theses values are used as points for alignment with 
use of a calculation with the first set and the subset data points (column 2 lines 63-68 
column 3 lines 6-13). Therefore it would have been obvious to one of ordinary skill in the 
art, at the time of the invention, to modify the method of Peel, III by adding the 
calculation process of two data sets with use of a fiducial point as a marker as taught by 
Shimoni in order to facilitate an alignment and con-elation of two data sets. 

8. Claims 7-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Valikai et al. (US Patent No. 5948005) as applied to claim 1 and further in view of Peel, 
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III (US 6647287). Valikai discloses the invention substantially as claimed however does 
not show comparing a signature pattem to detemnine the effectiveness of a current 
treatment and a display monitor. Peel, III discloses a display monitor to show 
representations of any of the patient data. The data provided can include any of the 
implantable blood pressure sensors or ECG data (column 29 lines 36-39). The 
disclosed display monitor is to visually assist in the diagnosis of the condition and 
effects of the treatments for a patient. Peel, III discloses a selection of choices, including 
ECG data, plethysmograph, and any one of the pulse oximeter measurements for use in 
the mathematical models (column 34 lines 33-37). Therefore it would have been 
obvious to one of ordinary skill in the art, at the time of the invention, to modify the 
device of Valikai by adding a display monitor as taught by Peel, III in order to facilitate 
visualization and diagnosis of patients cardiac data and the effectiveness of the 
treatment provided. 

Allowable Subject Matter 

9. Claims 15-19 are allowed. 

1 0. The following is a statement of reasons for the indication of allowable subject 
matter: Regarding claim 15 that states a patient monitoring system for analyzing data 
including a data acquisition module that acquires non-implant cardiac data from the 
patient, wherein the data acquisition module is no coupled with the receiver has not 
been disclosed or suggested in the prior art when combined with the rest of the 
limitations of claim 15. 
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Response to Arguments 

1 1 . Applicant's arguments with respect to claims 1 -2,6, 9-1 1 , 1 5-1 6 and 1 9-20 have 
been considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

1 2. The following patent and patent application publications are cited and further 
show the state of the art with respect to implant cardiac data and non-implant cardiac 
data correlation and synchronization in general: 

Manolas - US 2003/0204145 
Crosby et al. - US 7074194 
Hirsh US - 7054679 
Sahai - US 6654631 
Raymond et al. - US 66401 34 
Ripart - US 6385485 
Sohmaetal.- US 6129677 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon-Eric C. Morales whose telephone number is 571- 
272-3107. The examiner can normally be reached on Monday through Friday from 8am 
- 5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl H. Layno can be reached on (571) 272-4949. The fax phone number 
for the organization where this application or proceeding is assigned Is 571-273-8300. 
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